
.-=

‘.
‘\,,

LJ-f’fdh, CD 80/20
3083 99 JUN15 A9S9

Fund and Drug Administration
Dockets Management Branch (!-IF R-3D5)
5630 Fishers Lane, Roam 1[161
Rockville, Maryland 20852

Dear Sirs,

The F!3H institut~d s b(zr~ an live organ, “...-Pnll
and tissue transplants Frum nonhuman primates
bacause they expose the public to significant
risk of’ intlectious disease. Hut the FCM guidlines
failed tn address the dangers posed by ather
species. G~netically alt~red pigs are now being
considered as the primary snurce for Xenotrans+-
plants, despite tile existence uf over 25 diseases
in pigs ttlat can infect Ilumans.

Thers are safer and inure cost-effective alter-
natives to xenutransplantation h~hich are nat being!
explored by regulatory authoritir?s? such as preh
ventative medicine programs to reduce the need. For
transplants, also legislation tu help increas~
the pool of human organs, as many Eurupean col~n-
tries have dune,

Xenngraft recipients would, require life-long
rnonitorinq fur signs of infection. A multi-
million dnl.lar registry uuuld be required, tu
huuse animal and human tissu~ Fcm atleas~ 5Q year~~
at taxpayer expense. Hnd what ZIbOUt the danger ❑f

a zounotic virus spreadiny to the human population?

Sincerely,

LL ..&/yI-) dzh+z4L/
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Ms. Bernadette M. Sonefeld ~ .
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